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SECTION I: Narrative & M&E

1. SUMMARY AND OVERALL ASSESSMENT (1 PAGE MAX)

Highlight key project milestones (if there are any), indicators achieved during the reporting period,
(and explain any underachievement in expected milestones and indicators).

There were three key milestones during the reporting period:

1) The draft of amendments to the Law no. 50/2008 on the protection of inventions was
approved by the Government and sent to the Parliament on 28.02.2023 and on
27.04.2023 was approved by the Parliament.

2) The process of drafting the new law on medicines commenced with the inclusion of
Evghenii Golosceapov, a Civil Society expert on Human Rights and consultant for Positive
Initiative, in the working group responsible for developing the draft legislation®.

3) The ongoing court proceedings concerning the patent opposition related to Bedaquiline
have entered a pivotal phase of activity.

Explain noteworthy (if there are any) changes in the grant’s political/public health context that
occurred during the reporting period.

In 2023, the Republic of Moldova experienced notable changes in both its political landscape and
public health sector. One significant development was the country's designation as a candidate for
EU country status, marking a pivotal step towards European integration. This designation signalled
Moldova's commitment to aligning with EU standards and regulations, including those pertaining
to public health. Concurrently, the initiation of the negotiation period had far-reaching
implications, ushering in a period of dialogue and collaboration with EU stakeholders to negotiate
terms of accession and reforms necessary for EU membership.

! https://drive.google.com/file/d/1Ag7eufxyNNzFNPU2TD3WsnJKNCd3HalA/view?usp=sharing




Describe your key priorities for the grant in the next six months. Please indicate for which
medicines you plan to file patent oppositions or push for compulsory license in upcoming 6 months.

The grant priorities for the upcoming six-month period are outlined as follows:
- Continue Support for Bedaquiline Patent Opposition:

- Initiation of New Oppositions concerning the patents of Islatravir or Cabotegravir. This
action will be guided by a comprehensive chemist's report assessing compliance with
patentability conditions

- To further assist the National Agency for Medicinal Products and Medical Devices in their
working process to formulate the new law on medicines. Emphasis will be placed on
incorporating TRIPS flexibilities within this legislative framework, aligning with
international standards and ensuring access to essential medicines.

- To Conduct market research and analysis on medical products, as well as prevention and
diagnosis products.

- To conduct the analysis in order to identify and assess legal barriers hindering access to
affordable medicines, particularly in light of Moldova's integration processes with the
European Union (EU).

Summarize any key new opportunities you see and/or risks you see emerging and how would you
address/mitigate it

There are several opportunities which might appear in the next 6 months:

- Efforts are underway to enhance and refine the amendments to the new law on
medicines. A significant milestone in this process will be the publication of the draft law
for public consultations;

- Court hearings on 31st of January 2024 on the submitted Bedaquiline patent opposition;

- The active engagement of the government in the EU integration process, coupled with
efforts towards legislative alignment according to EU guidelines, offers a significant
opportunity. This process provides a platform to incorporate TRIPS flexibilities into the
new legislation, aligning national regulations with international standards and facilitating
improved access to medicines.

There are following risks which might affect project implementation in the next 6 months.

- There remains a risk of a negative court verdict following the January 31 hearing regarding
the Bedaquiline patent opposition. In the event of an unfavourable outcome, continued
support for legal actions and heightened media coverage will be essential to exert public
pressure on decision-making institutions, advocating for equitable outcomes.

- The accelerated pace of new law elaboration and adaptation poses a potential risk to the
inclusion of critical amendments in the legislation. Rapid developments may hinder
thorough consideration of important amendments, necessitating vigilant oversight and
advocacy efforts to ensure that key provisions are adequately addressed in the final
legislation.

2. PROGRAMMATIC PERFORMANCE




2.1 Output 1: Patent and Market Intelligence

expected milestones and indicators. Insist on activities with budget implication if there gre any. If no
reporting of programmatic results is expected for the output, please instead provide g brief narrative

describing progress,
[Half page max. Please do not forget to describe what was the progress on the activities below that

are from your hub workplan.]
1.2 Market and patent data collection, analysis and dissemination

During the reporting period, significant efforts were dedicated to conducting comprehensive
analyses pertaining to various pharmaceutical and healthca re domains in the Republic of Moldova.
Specifically:

Analysis of Cabotegravir and Islatravir Patents:

2https:K/dri\re‘ﬁcogle.c{:\m/driwe/foIders/lZvKit:Z?L 0IMMXTDh4PdkNWPty 6Srdh?usp=sharing




—

During the reporting period, various activities were carried out to support the lawsuit over the
Bedaquiline patent:

3.1.  Files patent challenges/legal interventions

= In 2023, a new judge named Andrei Ozhoga took over the case after the previous judge's
term ended.

= The first session happened on March 20, 2023. At this session, Judge Ozhoga looked over
the case file. The defendant didn't show up, so the case was postponed.

- Throughout the reporting period, there were a total of 7 meetingsg. Key points from these
meetings include:

At the second meeting, Janssen Pharmaceutica attended but asked for more time to
review the case documents. This delayed the case until later in the year.

In October, Janssen Pharmaceutica decided not to participate and requested the case be
considered without them, prolonging the trial.

During the last hearing on December 11, 2023, Judge Ozhoga told everyone that he asked
for more expertise from the National Agency for Intellectual Property.

The next hearing is scheduled for January 31, 2024, where AGEP| will present their
arguments.

At the same time, during the reporting period, a comprehensive series of activities were carried
out to prepare for the filing of a patent appeal application for Islatravir and Cabotegravir.

- Out of data collected, two HIV medicines were identified as prospective for further
interventions in consultation with national partners: Islatravir, Cabotegravir;

= On June 27 a request for patent search on the above-listed medicines was submitted to
the AGEPI, the request contained an information on 4 patents issued on these medicines
and 1 patent application®;

= On July 27 AGEP| provided their reply with the list of patents in relation to the listed

By the end of the reporting period the analysis of the prioritised patents was completed by an
expert in chemistry. The expert concluded that there are grounds for filing patents opposition

Summarize key challenges to implementing planned activities during the reporting period. Describe
changes to planned activities that you would recommend to better facilitate the achie vement of
planned results and any associated changes to future resource needs,

. bﬁ_gs:{/drive.google.com/driveffolders/lqaLngvhIRIDKACGPZsz39uMsibevHv?uer:sharIQg

" https://drive.google.comeile/d/lTnr7YMfK5Iu7 MFqEer9kFCFPiOBxSG/view?usp=shaﬁ_ng

. https://drive.google.com/fiIe;’d/lzIvam-ccQPZva-a7mEOSgkaWSVLIviY/view?usp:sharing

& https://drive.google.com/drlve/foIdersIl2JSotLtveNQT-tOOBQSupNSFtJVkCsz?usz:u:sharing




[Half page max]

2.3 Output 4: Create sustainable results and generate systemic, sustainable, replicable outcomes to
move the market for ARVs, DAAs and TB medicines

What did you accomplish under Output 4? Describe any activities conducted during the reporting
period. Link the narrative to programmatic results for each milestone, outcome and output indicators,
l.e, explicitly list the indicator to which the narrative speaks to and explain any underachie vement in
expected milestones and indicators. Insist on activities with budget implication if there are any. If no
reporting of programmatic results is expected for the output, please instead provide a brief narrative
describing progress. [Half page max]

[Half page max. Please do not forget to describe what was the progress on the activities below that
are from your hub workplan.]

4.1. Support national law and policy reform efforts for use of flexibilities

During the reporting period, significant decisions were made regarding National IP reform and the
implementation of TRIPS flexibilities. The draft amendments to Law no. 50/2008 on the protection
of inventions were approved by the Government and subsequently sent to Parliament on February
28, 2023. They were then approved by Parliament on April 27, 2023.

The key changes introduced to the Patents’ Law encompass a variety of provisions, with
approximately 60% deemed beneficial or potentially beneficial for increasing access to medicine
for the population. Noteworthy amendments include the addition of the TRIPS notion to the law
and the inclusion of the Bolar provision. Furthermore, specific provisions regarding compulsory
licenses were expanded, allowing for court-issued licenses on grounds such as non-exploitation of
patents, public interests, and combating anti-competitive practices.

Importantly, the law now allows for the issuance of compulsory licenses in cases of public health
emergencies, aligning with TRIPS flexibility. However, certain aspects of the amendments, such as
the calculation of fees for patent holders and the lack of protection for data and market exclusivity
of pharmaceutical products when compulsory licenses are issued, pose challenges. Nonetheless,
the amendments represent a step towards enhancing intellectual property regulations while
balancing public health needs in the Republic of Moldova.

The draft law no. 50/2008 was approved; however, the elaboration of a new law on medicines has
commenced. This new law presents an additional opportunity for the implementation of TRIPS
flexibilities.

The process of drafting the new law on medicines began with the creation of the working group
and appointment of Evghenii Golosceapov, a Civil Society expert on Human Rights and consultant
for Positive Initiative, to the formed working group tasked with developing the draft legislation.
Through collaborative efforts within the working group, Golosceapov's input played a pivotal role
in shaping the provisions of the new law on medicines, ultimately striving to enhance healthcare
access and delivery in the Republic of Moldova.

On September 18-20, 2023, Positive Initiative staff, in collaboration with experts in the field of
Intellectual Property from Ukraine, held a three-day workshop at the Agency for Medicines and
Medical Devices of Moldova on "Ensuring Patients' Access to Treatment: Drug Registration and
Intellectual Property"’.

¥ https:/,/drive.google.com/drive,ffolders/lwapeHUzuMbVQtRSiuG3X73|EA4fVTcI?usp=5hari_ng




pch.693272292832549

The workshop was aimed at incorporating TRIPS flexibilities into the Agency's draft law on
medicines,

https://www.facebook.com/photo/?fbid=6932722 161658908&set=

This draft law is being elaborated in the context of harmonization of the legislation of the Republic
of Moldova with the EU directives.

On October 26, 2023 another training meeting was held for the staff of the Agency for Medicines
and Medical Devices of the Republic of Moldova®.

The main objective of the meeting was to increase the understanding of the Agency staff on the
concept of "Parallel import of medicines" in the context of drafting a law on medicines in the
Republic of Moldova.

On November 21, 2023, Positive Initiative took an active part in the public consultation on the
draft of the new Law on Medicines. The event was organised by the Ministry of Health of the
Republic of Moldova together with the Agency for Medicines and Medical Devices’.
Pl participants represented the interests of patients, focusing on the issues of drug registration
and intellectual property. This important event was attended by key players in the pharmaceutical
market, including the World Health Organization, the Pharmacists Association and others.

Summarize key challenges to implementing planned activities during the reporting period. Describe
changes to planned activities that you would recommend to better facilitate the achievement of

planned results and any associated changes to future resource needs.

The implementation of planned activities faced several challenges during the reporting period.
These challenges included navigating legislative complexities, fostering coordination and
collaboration among stakeholders, and enhancing public engagement and awareness. To address
these challenges, there is a further need to strengthen stakeholder engagement, enhance
capacity-building efforts, increase public awareness, and establish robust monitoring of the law
adoption processes. Additionally, addressing these challenges may require additional funding to
support capacity-building initiatives, stakeholder engagement activities, and public awareness
campaigns.

% https:l/drive.googIe.comidriveffo!ders/lgSiHnCBROI811CeG4DqSBkAFTYBaGQEe?usp=sharlng
9httgs:({amdm.gw.md/ro/ne\a.rs/lansarea-discu-iifor-nubIice-nriwind»noul-:::roiect-al-l.c.w;;ii-
medicamentelor?fbclid=lwAR125M)<k6NelequSngLPAxVQhXIYQoI WZuM1P6es7DQCD1NwDS5spiM




2.4 Output 5: Amplifying visibility, coordination, effectiveness and support for the consortium's
work

What did you accomplish under Output 5? Describe any activities conducted during the reporting
period. Link the narrative to programmatic results for each milestone, outcome and output indicators,
l.e, explicitly list the indicator to which the narrative speaks to and explain any underachievement in
expected milestones and indicators. Insist on activities with budget implication if there are any. If no
reporting of programmatic results is expected for the output, please instead provide a brief narrative
describing progress.

—

[Half page max. Please do not forget to describe what was the progress on the activities below that

are from your hub workplan.]

5.4 Development of PR-materials and publishing in media (Moldova)

Project and ITPC visibility were meticulously maintained throughout the organized events.
Essential updates on the project's activities were prominently featured on the Facebook page of
the Positive Initiative, as well as on its official website. Additionally, links to any press releases or
noteworthy news items were thoughtfully included in the comprehensive report provided. This
comprehensive approach ensured that stakeholders and interested parties remained well-
informed and engaged with the project's progress.

1) Tuberculosis prevention is more effective with community-based specialists
https://positivepeople.md/profiIaktika-tuberkuIeza-effektivnei-blagodarva-speciaIista-na-
baze-soobschestv/

2) Civil society calls for rejection of secondary patent on bedaquiline
https://nositivepeonIe.md/grazhdanskoe-obschestvo-prizwaet-otkazatisva-ot-
vtorichnogo-patenta-na-bedakvilin/

3) WHO chief in favor of creating council to accelerate development of new TB vaccines
https://positiveoeonle.md!glava-voz-za»sozdanie—soveta-po-uskorenivu—razrabotki-nowh-
vakcin-ot-tuberkuleza/

4) How a pharmaceutical company made S$114 billion on evergreen patents
https://positivepeople.md/kak-farmacevticheskava-kompaniva-zarabotala-114-mlrd-na-
vechnozelenyh-patentah/

5) Making medicines more accessible and cheaper. New Patent Pool Strategy
httns://positivepeopIe.md/powshenie~dostupnosti-i-deshevizny-lekarstv-novava»
strategiva-patentnogo-pula/

6) Trend towards shorter T8 treatment timeframes
https://positivepeople.md/tendenciva-na-sokraschenie-srokov-lecheniva-tuberkuleza/

7) How do generics differ from original medicines? Why is there such a difference in price?
https:!/positivepeonle.md/chem-dzheneriki-otlichavutsya-ot-originaIinvh-lekarstv-
pochemu-takaya-raznica-v-cene/

8) Down with evergreen patents: generics of Bedaquiline coming soon to India
https:f/positiveneople.md/doIoi-vechnozeIenve-natentv-skoro-v-indii-novawatsva-
generiki-bedakvilina/

9) US. pharma companies face a new "patent collapse." Why it's a good thing”
https:/‘fpositiveneople.md/amerikanskie-farmkompanii-zhdet-novvi-patentnvi-obval-
pochemu-eto-horosho/

10) NGOs advocate for the termination of pharmaceutical company Gilead's patents
https://positivepeop!e.md/npo-wstupavut-za-prekraschenie-patentov-farmkompanii-
gilead/

11) How a secondary patent could deprive 6,000,000 people of a TB cure over the next few
years!




https://www.facebook.com initiativapozitiva/posts fbid02CVhKvBHzME68UT68Z1vkroOR
grtPSELhiFMT8F80CadURM3GGQRDW84ZWCWVJ1I371]? cft [0]=AZXLCZFVPZH60YSC1WU
sSxUHi1fCZEipIQD9EIziE}DosAiiFIOiSBOZ47Fx QRQ‘EJBVFiUZYqilw3GhHUOFZDHUOZDMiLcWi
kmeGsOUGaKqVJhun8y88Be6x| BID2Ax1SV5DsxnkbWSknxnBGNI-
PfatYBT42YAin7TJIi5UzZuEuYOa!forkRpsgnYPu0A67X4& tn_ =%2C0%2CP-R

12) Millions of people will get cheaper TB drugs
https://positivepeopie.md/miilionv-Ivudei-poluchat-bo!ee—deshewe-lekarstva-ot-
tuberkuleza/

13) Doctors Without Borders refused to sign an agreement with pharma company Viiv
Healthcare
https://positivepeople.mdfvrachi—bez—granic-otkazaIisi-podpiswati~soglashenie-s-
farmkompaniei-viiv-healthcare/

14) Global Fund strikes deal to lower HIV drug prices
https:/fpositiveneople.md/globalinvi-fond~zakivuchiI-sdelku-po-snizheniyu-cen-na-
lekarstva-ot-vich/

15) Moldova against pharma monopoly: the choice between profit and health.
https://positiveneople.md/moldova-protiv~monopolii-farmv-vvbor—mezhdu-pribvlivu-i-
zdoroviem/

16) Workshop "Ensuring patient access to treatment: drug registration and intellectual
property"
httns://www.facebook.com/initiativapozitiva/posts/pfbid02mlaSsTNGUtlliKcE3Eng8m
thrch5cA7dAHgkvVE?wer?fNPO.QZRHfZSKwXGQI? cft _[0]=AZUKNmgoBwZjn8BfNst
CQz0sVOPW7bHMYI6Uw2V-
49XXt05wW2fRX8wiUcVYx0 EkCxb9kVY9IThFQooyKyX uXGuQ97zHihkTpGwPglradOVpJf
06KP6iE77uRkaanelCaizQiKBIThFZvaKIU9NSJibMtokDQcRAhAf\rTBsPBkb?WWRDBMlpZ
QeRXM8& tn =%2C0%2CP-R

17) Availability of GeneXpert text for tuberculosis
https:l/www.facebook.com/watch/?v=2464540723700476& cft _[0]=AZVxVUFHXSou4n
uOYNwdneXKaMSlp4z4l Y56-2R-
ﬂftSOoJXIJtSFGN4LGdeRszlRPVsEV UFcLuBerNPSuOsUzXQmT4KzSVCDOHiixf3mDRV
mequkapRiSzITbSTQBQIJiipKYHDcvuuXi?ihH-282dukmUJWSDEWCnPlvzrizboEgngZl-
BWtNE& tn  =%2C0%2CP-R

18) Cepheid and Danaher have reduced the price of GeneXpert TB, an effective test for
tuberculosis
https:/{positivepeople.md/cepheid-i—danaher—snizili~cenu-na-effektivnvi-test-na—
tuberkulez-genexpert-tbh/

19) Pharma company to pay $246 million to settle generics delay lawsuit
https://positivepeonle.md/farmkompaniva-wplatit-246-mIn-dlva-uregulirovaniva-iska-o-
zaderzhke-dzhenerikov/

20) Meeting on expanding access to treatment and diagnostics for HIV, viral hepatitis and
tuberculosis in Almaty
https:f/www.facebooI<.com}initiativapozitiva/posts/pfbidOZQ?nE4Es7XWifE5dAGBQZQ1q
anVvJaDSN6e4gvlch7GYiriMJXvnap1ngoceYP|'? cft [0]=A2Wxnst3BHKXVRVHTOMZR
geDC cNXhPJlWYHFpQgsMHLiPansHvathO!ODiZlQYNg d_KuQCamZ! BJuCvH2mWBP
z6kzaC UOeopLHUgKmaPkXp hoqukxIVIu6|NNiRIZwWNbebQIPLe12vir4iinKE920XLkGilv8n
c062MZc36AmEYRtW LbrbmKonVSTcnimruACEodOwhq-eVg& tn  =%2CO0%2CP-R

21) Johnson & Johnson confirms the manufacture and supply of generic bedaquiline in low-
and middle-income countries.
https://positivepeopIe.md/iohnson-iohnson-podtverzhdaet~proizvodstvo-i-postavku-
generikov-bedakvi!ina-v-stranv-s-nizkim-i»srednim-urovnem-dohoda/

22) Call on ViiV Healthcare to make injectable PrEP cheaper for Moldova, Georgia and otheﬂ




https:f/nositivepeople.md/prizyv-k-viiv-heaithcare-sdelati-deshevle-iniekcionnvi-pren-
dlya-moldovy-gruzii-i-dr/

23) Participation in public consultations to promote the draft of the new Law on Medicines
https://www.facebook.comfinitiativaDozitiva/posts/pfbid02F2quZrDLxSRLV7AGUk3bgd
1rMY5ciXiMzKiu3tdUcUgS}uGYtLuqpRrSSzerhSHI? cft__[0]=AZXauDL6KOWIifV5tuZGOOJH
v1P1xbF7Z4MuMuDI1CALS-

OGOSWRmJiTXn6FanchX9HGstUoSnoanLSsz874l 0JmBdxVCNUQLsm5AULY7CUNT
XpUaOO30mtvqsOfi0101Pn1uek106ku04q3uSCfe70158bRICGEIWriRSHFBLeZszVlmcng
WYi1bBKWLFJSBSUXIWVFXIMp7230Mr&  tn =%2C0%2CP-R

24) Compulsory license for dolutegravir formally confirmed in Colombia
https:,f/positivepeopIe.md!nrinuditeIina\/a-licenziva-na—dqutegravir-oficiaIino»
podtverzhdena-v-kolumbii/

25) A patent on an Al-designed drug: ownership and liability issues

https://DOSitivepeop!e.md/patent-na-Iekarstvo-razrabotannoe-ii-voprosv-sobstvennosti-i-
otvetstvennosti/

Summarize key challenges to implementing planned activities during the reporting period. Describe
changes to planned activities that you would recommend to better facilitate the achievement of
planned results and any associated changes to future resource needs,
’7The ongoing war in neighboring Ukraine continued to exert significant pressure on Moldova, with
the influx of refugees adding strain to the country's resources and infrastructure. This
humanitarian crisis diverted attention and resources away from health-related initiatives,
including efforts to address intellectual property barriers.

Furthermore, Moldova grappled with an ongoing energy crisis and soaring prices of energy
sources, exacerbating economic challenges and impacting the availability of funds for healthcare
projects. The high rate of inflation, which persisted from the previous year, further strained the
country's financial resources.

Moreover, the prevailing traditional mindset regarding intellectual property posed a persistent
challenge. The perception of IP as a superior value compared to the right to health hindered
efforts to implement projects aimed at overcoming IP barriers. Effective communication strategies
were crucial in navigating these entrenched beliefs and garnering support for initiatives promoting
equitable access to medicine.




4. COMPLEMENTARY FINANCIAL INFORMATION

SECTION II: Financial Performance Narrative

Please fill in the following table:

Reporting period

Grant start to reporting year end

Budget implementation 2023 LA Cumulative Total expenditure
December 2023 % 10 :
budget ; budget to date
expenditure
Proportion of budget spent 56112.12 56112.12 100 | 108790.89 108790.89 | 100

PLEASE NOTE THAT BELOW BUDGET NARRATIVE PART SHOULD BE REPEATED FOR EACH OUTPUT
RIGHT AFTER RELEVANT OUTPUT NARRATIVE PARTS

Please fill in the following table:

’7 Reporting period Grant start to reporting period end
lanuary to . ;
2023 December 2023 | 9% Cumulative |Total expenditure %
budget : budget to date
expenditure
Output 1: 0 0 0 0 |
Reporting period Grant start to reporting period end —|
_ January to ; :
2023 December 2023 | % Cumulative |Total expenditure %
budget : = budget to date
expenditure
Output 2: 2160 2159.33 100 4206.08 4211.23 100
Reporting period Grant start to reporting period end—‘
January to : ;
2023 December 2023 | % Cumulative |Total expenditure o
budget : budget to date
expenditure
Output 3: 11279.24 11116.90 99 22880.26 22667.78 99
Reporting period Grant start to reporting period end
January to ;
2023 December 2023 | % Cumulative |Total expenditure %
budget " budget to date
expenditure
Output 4: 10845.68 10611.91 99 20697.58 20370.52 98

0_. . . i
This is the cumulative budget from the start of the grant through the end of the current reporting year.
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Reporting period

Grant start to reporting period end

January to . ;
2 5 :
2023 Dt oa0s | % Cumulative |Total expenditure %
budget : budget to date
expenditure
Output 5: 7700 7711.84 100 | 13439.75 13472.93 100
Reporting period Grant start to reporting period end
January to 4 ]
023 | :
g. _expenditure € '
Grant Management 24127.2 24512.14 102 | 47567.22 48068.43 101

Please provide comments on your financial performance for each output. Explain each variance

(%)
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